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^tP^. 7 5PTTO, 1984 

TOottoPto 592 —tfPrPr ?ffa totto ^i+i?fr Ptto, 
19 45 ”FT hCk TOTtTO VrtT % f^P? PtWf qrf PlTO- 

pTpTO 51 |'(;M, pT?T %?ifPr TTTOR, srfapj dinfl + l 
TT TTTfRK *T 9Tn#^T?r % #fa wk 

totto TOrtft wPjPtto, 1940 (1940 qn 23 ) rY 
tnrr 12 wk 33 fro *ft toPt ’trY 

JIT, TOMI MI^Yl' % TO OTTTOt vt STpTOjTOT T?Y 
rofr qft TO-r^rfr % 1Yny 89 >iPto Prtt tott 

I, pTO% TO% JTOlpTO flY TOTTTOT | I TO% 
srrcr ^ grorr *Y toP | fa tot toto to TOTOfta 
% faroY "TO tpctot tP qfTRt fakt to sfftrg;^ 
SR,tP?RT *fP TOp TORT! Tp TOTO1T TRlf TOP t f fal 
?rqftT tP TOTfk % ttot<t Ptor Prtt toto i 

qT ^stttoV to 'Yt to <. fPPrfks: 
^aifg- ^ grnf^- p to% to?t sitto Ptto tP qTTO 
faPt JirfspT P TTTOT £pt, tttor Ptor TO^ffV 1 


StT¥«T f>TTO 

1 . to Pitot to TOto tot PWPt *rk totto 

TOift (PWftFT) PTO, 1984 |l 

2 . stPtPt Pk totto ttttoP Pro, 1945 (faP 
TOP 'T5 i to^ ^3^ fro^r tot ^) ^r Ptto 
69-^T % TTOT TT Pi m Pi Pan PTOT T33T TOT^TT, 
pP :— 

"69-^ ; q - , q ( 1 ) srk »r ir 

Tikirofi % f : TO ^fnrfyqf % fro tor w^rfk 

^ 3iTqcf'T 1 

( 1 ) snj^ft q, q ( 1 ) sfk ^ fPPrfe- 
^fprfsrqt Y fTO ?rVrftrqt % fw % fro PrfroW 
0 \ tor TT^fTProt frir tort zn to% q41"t><.«i 
% fer m#TT, ^rrom mftrrik ^t utot 24 -qr 
Jf f%R toYP tfR TO% TOT TT Tft T^ro; 9kr : 

qroj q'fY wik rt to-Ptto % srtfPr pRff 

TOR ^RJ5Tfro % % Ptit TO^TO TO% 

TOTOT % TOTOT pR| P?T 5RTOT ^T ^ TOT % 


619 GI/84--1 
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THE GAZETTE OF TND1A : EXTRAORDINARY 


[Part TI—Sec. 3(0 


faTR wr \ fa Pfa EfapE % EfaTRT % 
tee fa?r fa *0 eet Erfar nr r# ete% 

ffar EE??R RE fa TfT if fafaRTE fafa, fafa ! 

(2) EWEE ErfETlfa TEE 2 5T if TER 

apjffa E EE, EEET EE EETETE ER RTT fa 

jptt 25 if ^njTfOraTff fa fEffarPr ttt£ 3r ete 
ffafarW % fan; Tmfaar Rfanfa^E stwt 

r»t fa gfEEni t, far ett frfa ter steePe % 
sett* fa far ir fafarfa ere fa Wfa P 1 1 

etcApt'jt— wi 25 P ffaft snjsrPrETfa fa 
ffafa ter ETEfararfa fa far P ffafarPr w 

fa ftfaP P EE TEST TRET TE TTTfa faffaffa 
SEEp Tr# EEp TcERE % ffaT $R faETffaT STEET 
E7T 2 5 EfaBTE ERfSTE RlP % ETETTT tr^ET ETfaiE 
RET < 1 j r % ETER R, -ffafa TER SPjfaPTETfa P 
TEEPT % farr, TER EEjfrR EpEET SRFaTE Efaf 

fa farfa P fa i 

(3) TE-fpEE (2) % TEEEi fa EETfa ERp % 

eeRe % fair, 5Rj*rm wiRfa ere 25 R P fa# 

EEJTpE 5TRET Rf E ^ FERffafaT ET WIT 
RfafT, ET*rfa :— 

(*fa wt 25 ir EEfafamfa srt FfafapE 
cffa EREE 3RT FfaPfEE far TTE Tfa 
ERTTfEE TETTfa fa EfaP I 

(*f) ETEEE> 5RT fafafar ffa( TTE ET"T 9 WI faff 
TTEtfa fa ETEE W 25 P E^faPrarfa 
fa ftrfal RpOTEET I 

( 4 ) ERT 25 P ER TEjfafaTETfa If fafaE 
% ?W ir fafa STEER fa WT 2 5R P 
fa# ter Rjsrffa s^ett Efa fa TTpfa 1 

( 5 ) R 5 25 ir Prfa pEE V-^PdERT 
% TFT 5 RT 2 5 E P ®? P SeFsJR Erfarfa 
fa ter sesPe spRE fa Trrnfy 1 

(6) ERT 2 5T ir fafa TER RTEfar % EtfR 

Efa TTTTTT RT E RTfET fat Tt fafaffar 

R-p % Pte TPT3TET fTET RRIT I 

( 7) faiEfTF^TT ETTf R Efafafa ER TElO 
faPrfafaEr % faffarW % far RT 2 5T 
ir Tlf TER E^rfR ETRT ET 26T 
E T^tfR E^t T> ETfar, EEfa :— 

(i) fRT IERTTETTT; 

(ii) Rfaf>ET EhfEEt, 

(iii) EfafaE PE; 

(iv) EfEfEEE & ErTT 3 T TTR (rj) 
T TEETR (ii) % EERT 3ffa EfaV 
eWeeT 


(V) 5TjT E^rfEET; 

(vi) wr fffar, E%m eR Rerr i 

( 8 ) fafa ETt^T SPT 5 HR 2 5 T i( tR TER 
EE ET E“-JRr E^f Tt EEpfr, EE ET fa 5RE 
2 5 E ETEfaTElifa % ETE— 

o 

(t) etetee snfETrCr % eeteteee rt ir, 
TER E^rpEERf tTRT fafEfaE ^ ETE 
Efar EtEfEEf % faffarfa E TE-ir-TE 
ET E^ TT E^eE E &t; E\t 

(E ) TER EEEpEETR R EtT E fEfEfaE 
Efp ETE Efat eWeET ET Te£ MdOrfEET 
eP RET Tfa % far ERfr r|fE'ETT E iff ; 
ER 5 EE3TTET ETfETlfa fEEE 15 0-E ^ 

wffa EE[EtfaE farfr R3E faET if, rifa 

RET ERE eE farif TWE ET fafaR 
TEERE SEfE^T ET far EfarTfEfaT 

ETfa EFfafaTT E5[5E E 1 E%ET I 

( 9 ) (fa ETEEf Tt WtTER fafEif fEEfE faffarfa 

ERffaf,Eir ^ fafaffar tree tt faffarfa, fawr 

far faiRI^TE 3RT EEfaf'E^E farffaE Ttf 

etee: Effarr vfa % fan; farfa ?frrfaT iRE ehttP 
•■fa faEREIE fa TEE 2 5T if faf TER ERlPcT 
3JTTE Tfa fa ETEfa | 

(10) fafa Pir TTfa^ET fa, ffafa ETE faEfaEf 
% fafErfa Tfa fa EEffr ^fEsrnt f far 
(faff farfafa % ffafarfa tte fa TnjEfar t, 
RE 2 5T if faEpTE'f far TEfa ffafarpTET % faffarfar 
erE % ffar faf ^arr eeePe eete far fa 
ETEfa: 

ERE Efir R[3rm ETfiRfaf TT fa EETEPT 
fa ETET % fT ffaff ERE E EfaET 3{Efa ffafarW 
fawfar TT TEEfE Tfa E EEfa % ET Pp EfaTT fa 
ffafa ETfaf fa faT Efa % ffa ET ERElfa ET 
EEETRfa faEifaf % RTE fa fa 1 ^ ^fa 

TER fafafa R ERE fTET ETET ETEEET |, ET 
fa 5RE 7 55F P TER E^ePe EfaE ER faET : 

ere; e? Efa % fa Pteet ir eee fafa ete 

% fafr fa fa, ERfa; % EfaE faRT fa 

fa^ TETT Efarffa fa ETEIRETET T, ffa% ffar faf 
lifa EfafaE EfaE fa Ef fa, EEEE faff #T ERE 
EEETE fafEERE Efa fafa I 

(11) EEE 24E> if f%fa TER E^Effa R, 
EfaffaE EEf % fEpTEptr % ffar EfaEE % ETE 

EfaE? EE % Pfa EEfa Rpcr fa far fafa I 
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(12) xFx rxpnxx qrFxxrfr xt xx xxrarx gf 
xtxt | ffr xxq 25 X if egjxx xf xf xf$ gxTT 
x;prfcr FxxFxx fr xf (afxxw fr xf $ xr xrf 
Xf t ITT SXXXT STfjq-qrT'fft ft xf | eft, Xf, tff 
xqq xf q?fx xxrx xrf xt, gw x^xFx xT xx 
^qfr xFx xrff w x%xt 1 

(13) fxrgfxixrx xrxxxf xr xfxfxxf % Fxxx 
%■ fgx fxFxxW x Fxcr xff ggrr sxjxfxr gw 

2 5 X X X<JXX XT SfT 2 6 X X XqffX X$f XT 
xnrxV— 

(1) xrf ^ttt xrxxx, fxxxr wt Fxxxf 
fxfqgrx xrxrx gFxw It xFsjx | ; 

(2) xff ttw xrxxx, xf xxx 25 if fxxt 
ar^flfxr mfr xr FxPxxfx gFxarxf xr 
wx gqxfx xtxt X?rxrr | arf T fxxxr q?x$r 
ffxxf fm^srpT =srr 5 fixr xfxw if xfax |; 

XT 

(3) xff fiqr arrxxx, fxx% xrx xixw if 
xfwfw xfxfxxf % fafxxW % fx?. 
gafrx (fxxrqr xf< fffxxxx) xfafxxx, 
1951 (1951 xr 65) % srEffgr fVfaxnx 
xxxlw xr ffxT srqfsTX | fx?§ 

xrx qff | : 

xtxj xff ffrqf xxf Xxxf qf, fxqxr 
xtxst ffftrfr FxFxotx xrxfx srfxw if 
xfXx t, xixffr xfr grirq xrxgf (ttto) 
fxxx, 1934 % xrfxif'jf xxx 2 5 xifxf# 
vsnx BT^jTfxr erxxg xf xf t xff, r?qf 
x^xfw qir $gftx xtxtt 3 ttt gx fxfxx ttx- 
xx if xfa$;xxr stxt fxfxfox: xf xrf xrxf 
xrxTg- % qwrq xxx 26X x xxtxtx 
fx? xrf ir fxTT fxrxr xr xWtt 1 

TxfffxTX—xrr fxxx x xxfw % farx, “gxrr 
ir qxr x^xFxr xpqqx | fxif qflf x^xiqq 
srrftpprff f^xfr 3# errwF qff xixf qrq g%qT fsig% 
qxr f^rxqfx % fxq xxfr sqxm q#f |, fwg 

q^q 25 ir f^gf sT^xfxraixr qTXT fxfgqfx ^xrg 
gf^ETTaff xt txx gxfrfq xxxt xrqxr |, xlx ggx 
qrq qqfqq xrw if xrqfgqf xr xrx w ir fxxq 
xx^ vf xf^ f^rffjgFir | 1” 

3. gw fqqqf t fqqq 73-x % wrg qqfgw- 
fgfijrx wr xrq, xmg ;— 

“73xx. gsrix xf erxfsr: w 25 t i 

gqrr wTiifirr ht srxq 2 ex if xXTxx gqr- 
BT^rfw xx xx fx gif wir q^x fTrxFwx ut tt 
xxxfqxr xrg, gg x^ ^ f^gifxx xf xf ^ 


xr gxxr xxfxqx Fxxr qqr | srrqrffr w 4 % 31 
Fstpxx gx xr xgt xx^ft xf xrxrar BT^xFxr X 
Fqfgfrg xf xf | xsr ffxr xrfhj % xxtttx xtx 
xx FxFggnx fixr: 

qxg xFx Fxrfr x-jxf i <r% qxixrx x fxq xtxxx 
gq% xxxrx ir gx Fxxr xrxr |, xr xfx srffrFxw 
qrfx xr xxtx xt ggx xx^tx % g^xrrr %• xfxx 
xTqgg Fxxt xrtt | xf, x^rfw w xx 
gqf q^qf xx xx Fx antw qg xrx xrfrx g^r 
xr fxqr xrxT 1 

4. gqx fxxxf % Fxxx 74^ tr wtx qr 
fxwfxfxx Fqxx t^tt xrrrxr, xxfq;:— 

"74 x. xxq 25-x ir ar^xfx xl - 

( l) fxrx 85 if Fxxf XIX X 5'lX §Tt vff qF? 
axq 25 ir gx x^xtxfxrff xrwrfxwrqfx 
x> 1 ?rf'x xr, Pxxxf fxFxqfx gfxxTxf 
xr gxTT x^jrf'xtrrf'r sitt gqxtx Fxqr 
qqr ^x Fxrqf q? xxfx qqifrqFx t^ 
qr Fxxfxx xt forr xtxt | xf, xxq 
25-x if xfpfqr tj, xt Fxxfxx 
xqwr xrqqr 1 

(2) gsrrT x-jxFxqRr; xFafxqx x affT 'w 
fxqqf x gqxtff x«tt ^qf xFxFtxx xqxTxf 
XT qfq Xt$ 7ft, XT Xfsjfqqq % XEqTX 
4 x xrfrx xtjt if qxrq qcr fx?ff Fxqxf 
if FqFrfxx xf xirf, txjqmx x^xt : 

T<ff| XgT Xqr xfxf\qx Xq&TTIT fqqqf 
if Fxfxfqtx {ft xTf, gqx Fx r .q Trxqx x 
aifxx xxtxx q"r xrfra % xttxtx % 
qirxrx q^w ?fq 1 

( 3) xxq 2 5 ir XXXf’TTOTft gXTTXT % fqFxqfx 
X fXt^ XXX XTTT X^XT Xf Xlif XT^ff X^Y TmTTff 
XT XXX xq XT XTT XT XfT XFXX gXTTX Xt Xc^X 

»qq xf vfr. qw xtxt wk Xir xFxirar xr TfxrsR 
rgXT Fxxif TT^^fqif fxfxfxw >?qf qra qffxrxx 
fxfPrfcgxr xftrx xf xn^ff 1 

( 4) x^gf-xHTfr, gq-fxxx (3) if Fxfxw xfxxxr 
xt Tfxwr, fMxxfx qff xrrf< 3 r ir qfx x^ qff srxftq 
% Fw TTqqr xfr Fxfterx xf kq q^ff Tfxrgrf xxr 
xfxinqf xr FxFfsm xrf %xt sfk g% ^qfxrqxT^f 
^ff tXT fxXXT XI X| xfvrfxfwx xr% ^xxfxx % fx^ 
srfsTT xr Fx trfqFxxx xfr w fxxxf % gqx>jf xt 
Tqjqrxx Fxxt xt t^t | xt x^f i 

(5) gurTT sr^xfigsrTfr «fr xxx '25 if vr^ff- 
fTrurff trqf xttt fxfxffrx xfqfqxf xr xtXX xq if 
if fx?x xijff grnff xtxt if r?xt xf gx »Jx xt 
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THE GAZETTE OF INDIA : EXTRAORDINARY 


qrtft qtft qt qkt % frrrr krfkr whftnff 
qt mqt % qq%-qq 5*pft ^t sk ^ir *pjq, — 

(q) 3 ffT srKFsPTt % ikM IT wrar qqqqFT 
qt TTPCt^ f^Psft gf I qgt, SFTCTFT# 
TTPet^T q 'T^rtT tfk *mT ^t SETfa % 
faq Jf^rn; ?k t(t qkt, 

(g) ET'TTTTT % STWFT qt rjfft qt$ TTTft^ 
faftiw q$f | srfT,, fafqqkr qt ^rCng- 
ir cfiq **4 qt mfir % fiiir ^^tit krtf i 

( 6 ) qqrr w^rrtmt qq-ir-qq qq t??t gqqrfaq 
sqftq qr fn^cT q^Tt f^T 5 TF THT ^ft'THTf'T’TNT fqSTT'T 
qr wksr WPT'T it ^nfar | qr qt$ ^I+iRk'^ 
uqf% fkt% qrq trq fwr % ts-t n qqm fkrrq qr 
^TiTaftq fkTT'T % TITq fkrPT if am til ?. 5 tk qtqfqqt 
% fqfaqf'q it qq it qq rrq qq q^r SFjqq | I 

(7) 3 <r fqqq (o) it fqfc<q sqFrq qqtT sfj- 
farsrrd qffr afr< # artqfqqf % fqfaqkr qr qqkTq 
qi:qr wk qqq 25 ir sr^fktrkt, wt qqqrfkpr % 
'crftrfrTE, Tpsr qtft TdTT spjqftqsrkt qt srk if wkftrqt 
qr farrqrq fkrr qrt, F-tt qfq'ftpq qrit krr 1 

( 8 ) ^HTT q^Srfkerkt ?rk qqq 2 5 it qq^T- 
fFTOT^t, 

(q) ^JTT SPJSrfi^Errtt qT 5 tk it fafqfqq tfk- 
ftpfr qr qqrfkt.% ftpr; 

(q) qsrn: iT^rfksrTtt qt srk it qq qt q$ ^ 
jtptt sfft qf qtqFsrq't qt qwr srfqks "Pt 
qpt % firq 'd ti w 14 t gW i 

( 9 ) zmr qkt qrqrft % 

<fk qkqfkr qqrkf % Iwt ir qqfaq *rfqtkr T^m i 

(10) qrq 7^ qqkr, qqimw, snprfar 

V\ TTT^ 5 fit, qk ^qqrrirqq 25 ir 'RqjT- 

f%grfr nrr sr^rrrrq Fpqr ^nrFti • 

5. twt ftrqrff % fqqq 75-^ % tt fkq- 
fqfa'T fqqq tijt ^nrrqT, srqkr:— 

" 755 P. qqgkt q wk q ( 1 ) 'nkftrqt % fqq 
njott ipjflfcq % k=nr wrq^— 

«r^frq!qkq (1) it fqfqtk^ nkfaqt, ^qqtr 
^ft q it fqfqfkq % fw ^ fqq 

firRmW i ft^ % fkq; qqrr ws'k sr^q qr 
q^ft^rq % fqrr srkrq, q^rrqq srrfwkt qtt w 
27-^ it faqr qTqqT qq% Ttpr rft wr q?r 
tftq ^kfr: 

ST^ qfq qrr$ qrqqqr ^qqqfqqq ^ ^nfTT TTOTT 
q^srfk % q^fkrrq % firt^ w i^qq, qqnrq % 


qipffiT kr^ ^ir « % qrq % vftqr qrrxrr | 
m lirft TPjqf^q q qqt^q % krcr qkr ^rq, 
q> ttit qqy qfa'qTq qr Tq% Rrqft vnq % fqq qt 
qt ttit qtt qr ir qfqfkq qttq ^Pft 1 

(2) qqqrqq qTfqqqft, sqq 28-q: it sott 
qq 5 rfiq 5 njq?q qrkr ir 'jq «mr qq qqrqrq qrr irqr 
fq: qqq 28 it q^rkqsTTtt # fqfqqtq qqk % qrq 
fqfqqtq % fqq qqtfqq iq?^, qqqrfrqq, wqqr, 
qr*q qt ffqrjTTT | qk q? ^wtt ’spjjrfqr ^ 

qtr qk ir fqfqqtq qrrq qt kqfq it f 1 

pqTrqqq:—qqr 28 it fqqr qq^fkantt qr 
fqqft qqR ’Ejqfqrqkt ^ qk ir fqftmkr qkr k 
fiqfq it qq thtot qn^Tt qq qrkt tqfqq'fq wit 
qq% qqir ^qrreq % fqq rfira- qqqT qT 25 

qfqqq qiTfqq Tqir % q?qrq qqq qrft qptqqq % 
qrarr tt tqrft qqrq qqqftqartr % qqqtq % fkt 
qqqi qq^qn: qfqqq snqfqq qqir qtt frqfir it 1 

(3) qq-fqqq (2) ^ qqqq qr qqpft qrir % 
qqrqq % fqq qaqm qrfkqkt, srqq 28 q it q'lt 
qqqfk qaq?T qqq ir tkafqfqq qT sqtq 
T^qr, qqtq;- 

(q) wq 28 it q^rfqrtjkt arrrr fsrfqfqq qk 
qr^q 3 rcr Iqfqkq fqp qk qiir qFTTfqa 
gqrkt qr qqfq 1 

( 73 ) qrqqq gni fqfrfqq ^1% qrA qqrifqq 
8 chk‘i k qrqq sqT 28 it spjqfqrakt 
?tt fwft qrqqqqi 1 

(4) qqq 28 it qq q^srf'qqitr ir qfqq 
% qqsr q fkft qrt^q q> qqq 28q q qtf 'JfJtT 
aprqf'q qqqq qft qt qr^qt 1 

(5) qqq 28 ^ fqrft trqq spjsrkrqkr % qrn 
qqq 28 q it ^ irqqfirq qkrqt qr qgrr srgqfkr 

qt qrcrrft I 

( 6 ) qqq 28 q it fqtft ^OTT q^fffk % wfFT, 
sri% qr^q ^?r qqt it q^rftrq q^r q> kkrfqq qkt 
q fqtr ?PT?iTq fqqT qqrqr 1 

(7) fkqfqfeq qk? k *ti«rf<Fft wk qqk 
WqmfTqt q fqfqfrtq % fq* nw 2 8 -q it qtf qurr 
spjqfk qq^qr qr qqq 26 q it qftqq q^t qit qnpft, 
qqk:— 

(i) f?q qtrfqiyi^s; 

(ii) w’lfwq stWfiiqt; 

(iii) qfkfqqq «fft OTTr 3 ^ (^r) ^ 

(ii) % qrriq qrrft qkfaqr, 
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(iv) ttt srtTOTO; 

(v) ttr yfraf TfeTOf sfk fTOTO ; 

(vi) ?r*ft toTOtt ftfrofTOr fTO% roTO 

tTOtR % f^rxT to «ft | ; 

(vii) TOTT TOT; 

(viii) tot 7 WR; 

(ix) ttTOt, ’fro m mRrfkk rorroTO i 

(s) fotft srcrro sffr^rro 28 ^ t %ft totr 

to to *r^t *TO toTO. to TOf% tot 28 

% snprfRirrtr % tot,— 

(*p) si^jro’T TTfaTOt % ttotrto to if, tor 
snjsrfRyTft fra fMrofrocr ro rot ttTO 
sfirotf % fafrotT Jr to % to ft to 
ro st^to t ft; wk 

(ur) TrorTOmfr ro wk t fafafro ro 
tot fwt sftTOtt tt rorTO fTOftfrof ro 

TTOT TOR «pt tlT-ft gfwr'T T ft'- 

Trag, ^raprrra tTOtoTO fror isor 
% rokr «r^ttfer froft rasr tort Jr, ^rtt 
raj tor ro, frorif toir rt fafitra rttor, 
TOrok r to rotrosnro roft to- 
tfror |, «nprr t ^T%^fr 1 

(9) tT^r ttrTO ro TSkro from frofa fafroW 
srroftro, tir ^ fairfeT %TOjTOr to fafRrfa, 
fawi ?fk f^rprjrjR fra rojtftTOR TOTtfror 
f, rot tort: srfrorr roct % fro, fro% totto tor 
tor <TO fro writ Rt ft ; tot 2 8 Tt % rot tor 
roprtJf toto 1^1 ro rorRt: 

( 10 ) froft fTO rot tot ro fror% tot RtrfaRt 

% fafrorkr tor ro rorft | rot ttft wtofroff 

% fafrorfa tor ro r^stFr %, tot 28R ra rorairarat wk 
toTO fafafafroff % fafrarW toR % fro rot tor 

w^roro rojra fgt ro ro^ro. 

rog; Tfe rtitott roftnroft ro ff rrttctr ft 
roro | f% froft roror % rotrot rofat fafrokr 
gfaroTO ro rorqkr if arrrro | ro ^ir wrosv 

»ft frofrr rotft ro ro:^ % fJrq; ro roroft sik 

^ronroTO ^totTO % tor ro roTO % fro 
roTOTO ro rojfR frorr ro^rr totr^ | nt, ■*? 
srror 2 if ^srro sr^rora rojff?r ro ^rotT: 

roq; it? rox Rr to fronff *f rorro froft ror 
% fit |rc ro, ^rnf tort % roft’T rojrR ro 
rot tok 'ST^rfro to rormrororr ro fro% fro 
rot tfrft w^rfro rojror ro *rt «ft, toto 
% TOrori; frosnTTR ’Ttt t|TO I 


( 11 ) TOT 27 TT if froft TOTT rojTOTO TO 
rofftro rot % Mrofr t- fro totot % tot 
tTOt: it? =F fsrq TTOT ro ror flTO I 

( 12 ) rot TTTOTTO TTfrortt TO TOTOH ft 

TOT t fr: TOT 28T: if TOTT-T ft tlf TOTO 

5 rjTOto fwfro ^r nt I roTOro i\ ro t, ro ro i 

TT TOTTO TOfrttro s?T T$ t TO, TR rft TOT 
ro Titfr %■ ^ffifiir to, tot *rrof c T ro ^ ^rft 
rot rott to; t%tt i 

( 13 ) fTOTfroror wTOtto to roro«rTO % fror 
% fTOfrororw % ftrtr-.rot rojroro tot 2 8- 

t: it TOTOTO Tf TOT 2 6TO if Tttf T T|t TOt TOnft :— 

(i) rot ron toTOtt, froror totst f^'TOft fTOTOm 

TOftT TfTTOT t rorop %-, 

(ii) rof ffra toTOto tt tot 28 if frofr 

TOTOroOTft ro frororro to 

TOTfRT TOTO TOT^VT | stk fTOrTO TOTW 

fVtro froraro mtTOt 3%^ t rorojt; to 

(iii) to§ ^rrr to tror fTOr% ttt wTOto if 

rorof'-rT rorotro % frororo % fro. 

raim (fTTOT wk ftfiTTT) roroTOm 
1951 (1951 TO 6 5) % TOtft^T froaTTO 
TOjroro TO TOTO TOlftitcT I ftTO TOT% TUT 
^ ^ ; 

TOtt TOt, ftRt RTO Ti'Rfr ro, fTOrro 
tow froro frororo toTOto sTOtot troro 

I, rorotr Tfk TOTTER HTTOft (- 

rotTOT) fro*T, 1984% toTO t ro T^T 
28T ‘t rot Ttfft TOTEifR TOjTR TOt Tff 
f, T^T, rot TOS-fTO %f %’ftT TOTOT 5 TTT 
TOT fTfrar TOTTT if ’TflTgRTO JRf f«rfT- 
fTR ro rot TOft cTrft^ % TTOTcT TOT 
26 tt if Trorrar ir totto; fpqr tt ^%tt i 

TOkkraT :—tot Rtt % TOftror % fTO "tojr 

trstTO” % ro TOtrokr rororr $ fro rot rr^m 
TOfTOkt ftro ro toTOrt ro rot to tTOtt, fro% 

tttt ftfrofir % fTO srroft rtott Tft t, fro ^ 
toft 28 if fTOt % wfTOrnfR fTOmkr 

wt TO ?TT ^rTOr TOTT TTTOr % 

TFt TTTT rofcr TOR if oflTfatt TO Tk TO if fTO-T 

tot ro rot fro tor tojiTr i i 

6. TOT fTOTO % fTOT 78TT % ?TOT TT 
fTOTfkfro fror TOT TORT TOTcT:— 

" 7 8-TT TTO 2 8T> if ^ TOT: 

(i) fronr 85 if froft tot % rfrfr ro sft ro 

TTO 2 8 if TO TOTOrot^t ^ ^TOfTOTOrftT 
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’rwf'T sp'r, fsRr^v ftfttfor m 

■3"JK rnrr wii faqr qqr % 

7T fqqqf % qqfq, qqrfrqfq, t^itt fqqfaer 
r >' r f^qr qrqr f q'r, q?q 28 -qr if ar^grft^ 
r % 7 -u fqqfqq ft qqsft ^rriTift i 

( 2 ) inf 5T^5rf'=rJTTl ^rfirfh'q'tT % ?fk ^q 
f-ETTr ^ ^Tqcff qq‘T liqt srfqfkFq q^TTsff 
Tr qfq Tfl' fr, qfafqqq % srsqrq 

4 % STqfq FIY if qqpj FIT farff faqqT 
% fqfqfqca: F ^rcf, q-rjTrq^ qkqr: 

IFf TTft tfqf 9Trer[>?FT *I^inrr fqqqf 
f fqfqfce ft, qqr qqq fqqq qmq .if 
ST^rTTT qf rrrftg- % ^TT FTO % 
wet ffq 1 

(3) qqq 28 if 5 i^r c ^rft qqrrff % fqfqqW 

% fqrr qq% gjrr qq*q qt qTAT 
*ff^t qrqrff qrf vp 3 r, gq xrr srre qfr 
Nk qfcTF FTK qfi qWTT #7 qff tft, TTN 
Yiqr qk tiff %r\m^ q- r jfa&x Trtqr 
fqqif qq^kf t if riqf r rv3 qtr 

qpTT fqfqfaqt 'Tim qfr TrtTpft | 

(4) q^Tfcwft, q<T-fqqq ( 3 ) if fqfqF qfqiW 
TT -<dWT, kir qqr4 spV qqr if fkqiqY 

rrmqr # qpcfsr fqqq |, kffr qrffsr % 
q-^FT it q> qq # qqfa % fan WTH vm 
TTrqf # qqr if, fqfqqW qff qrft<q it qfq 
q<T ^ qqfa % fFTTT TJ^TT sfk fttfStEE 
qfr tt% qtft kwit qqr qfflkki yt 
fqfteT'q qkr krr srk 3 % k^fr 
qrqqrfr *ft qqr fqqqrt q?, q? qfqfqfimq 

qkt % qq'm % fqrr q^EaT qk [% qfa- 

fqqq srk sq fqqqf % Twit qr qqqrqq 
f%qr q ^ | qr q£f 1 

( 5 ) 5ppfFrqRf, 5rq?rrqq qrftmff qff, qk tfqi 
qqvff qqfkq ft qf, ffqf sfrqftrqf Tf, 
set ^ apt qrrrqqT %, f^qrqr % 

^ qqtr ^ fnq srqqn Ox qkf^ Fttt 
» r?ir fsrcT <3ff qqqr fqq qq 
% srrsTK tt ^ff 'tftqftrqf % ffwt 
tt qjfsrrr ^rnrrft i 

Cg) TFIT qEprfirTtrrCT VU. 5PFT 28 if ^R- 
STf^WTff sm 5KT fqfqfFT WtqfEFff q?f 
5Fq“q if ir, fqfsr qq% qqff ft^t if 
T#if Tfr^rr tt Tnft qnyt qi vrir % 
fkr qqkrr q’fTfeqf qf qT^Tif fqfr 
<ffT ^ir ^,— 

(t) ^f afarftnif % ?r*t qr wm % JETiirq 
qr Frk'F fqflff ft % qfpiif qtfqq 


qff qrft® % Tsqi^ rfrq jnq qpfr mfa 

T fk(T afTTTCT 7757^ . 5^ 

(^) qff war % qwq qff qqfr ^ 

fitter fqfqfq^ q|r I q|t fqf.THriT 

vf ^rrCtor ^r ^Fift m # trqfsr % f^T 
qqnr 1 

(7) swsrfcwrft qq-A-qq qq- irir ^ 

sqPfT TT fqqfT-T qrifn, fq ff % ^ 

qHq fqqfq fq^mr *rr tfrqy wrq if 
qqrftr t m qfrf n^j ^ofqrfqq wrfcr 
qrq it^ fqqq’ ^q- Jj- qTffqq fq^rq qr 
f^qqfq fqqrq % qrq fqqiq if qqrfq 
q>qfqqf % fqftqtq q qq.q.iqq 
PT qq Efq qq;qq | | 

(8) qq-fqqq ( 7) if fqfqEq sqfqj qjjpr 

ftfrqrff tY qfr ir fqfqqW qq qq^pqq 
vtqr qV q^q- 28 if q^jrftqartt, qqir 

TqqrfV^ ? f ;- r qfqf^ qq ^ q^p- 
qqqfcTqrq qr sqtT q q^qfqqf ^ fqfqqfq 

frqr ^rq, ^qr qqqsrq tqT i 

(s) qqrr q^qfcpqfr q^r 2 8 if sejtt 
fiqsmff— 

(^) qaTT qrprfbqaqar ^ ^ ^ fqfqfqq 
qlqftrqf # qqrfqtf % fq,-r ; 

(sr) qan; qq^fprakf vf q'K q qq # 

qt qr sn<<r qt ^qfaqf ^ qiqq 

vfom Vi qrq % fq(T qqTTTTft ffq I 

(10) ^etk qq?rfqTqrff T^kf qrqrft % ftitt 
qk qfr^fTcr ^rnrfr % fqqq q mfm 
qfqAN T»iqr 1 

(11) qrq 7 % qqqq, qqrqqq, qtjrT q^fFT 
qfr qnj; ffif, qqqrr wix q^jrfiqErkf 
# qfr ir fqfqqfq w r T qrk q^rfiqaTff 
3 ttt qqTrqq fwr Tm.qT 1 

7 - TTT'T fqqtff % fqqq 83 T 4 : % fqTF TT fqrq- 
fqfkq "Ear qriTqr qqfq :— 

"8 3 qqr. fstt qqjfFT cpf qqfq:—qqq 28-qr if 
qq ^FT qqsifqr qr qqq 2 6 -T if qfr^q 
3 NK q^rfFr m f% qir qf^r 

fqqfqq qr Tf q *PT fqqT ^TF, 2q q*t %, 
fVqif qf qqqq 7 ?r q£ | qT qqqrr qqfqrrq . 
fw qqi|, qTqrift qk % 31 for«n; qqr qr 
qff qqqrq qYqkkq qq?rP<r if fqfqiw 
qt t qat mffqr % qqqrq ft^ qqr, 
fqfqqqq fEtr : 

qfr? fqqft wqjrfqr % q^ftwr % krq sn^qq 
qq% wnq if qt foqr qrar t, qT qfq 'qfqfVq; q?fq 
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*57 ffpt f#, ff^ ffftf % m . ftf 
trr#sra Ifftt fptt ft ifr, ^^srf^r. ff ff wjtf snfv 
ri^fy ff ff ftp FfaFF ft FfaF FiftF Fff ft fac 
FT% : 

FTTJ FiT FfT fF TPfF 20 F F Ff£ *ft FHTT 
FFTiffa Ft FFrFFT ^ Ff"JF % faff F^ftSTF F^T FT 
FTo;fa i” 


conferred bysectlpn* 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), is hereby published as required bv 
the said sections for the information of all persons likely to 
be affected thereby and notice is hereby given that the said 
draft rules will be taken into consideration after the expiry 
of a period of ninety days from the date on which the copies 
of the Official Gazette in which this notification iB published 
are made available to the public. 

Any objection or suggestions which may oe received from 
any person with respect to the said draft rules before the 
expiry of the period so specified will be taken into considera¬ 
tion by the Central Government. 


fewTJT :—1.5.1079 FF FFTFFtfsRT F'fafa Ffa 

ffiff tarmfr faFF, 1945, Ffafa fV ffthf ^rmnfT 
FfrrfaFF sftr faFHT ( , ft. it . ^ . ftt . ff . g 1) ftf, 
T?r?«F fIfftt f^fth fftff (ftt^f faFTF) % 
fffjtf it ffIw $ 1 fTTT^FT fff faFFi *r ftft 
% trff ftf 2, tjK 3 (i) if fftPctf fa«HfaifaiF 
Ffa^FiFf fttt ftt'Tfh fsprr f<j f«t?f :— 


1 

FT. FT. fa. 

1241 FTffaT 

6-10-79 

2 , 

FT . FT . fa . 

1242 FTtfar 

6-10-7 9 

3. 

FT. FT. fa. 

1243 FTffa 

r 6-10-79 

4. 

FT. FT. fa. 

1281 FPfaT 

12-10-79 

5. 

FT. FT. fa. 

430 mffar 

19-t 

1-8 0 

6- 

FT , FT . fa . 

779 FT^fat 

26-: 

7-80 

7. 

FT. FT. fa. 

540 (f) frrrfar 

22-9-80 

8. 

FT. FT. fa. 

680 (f) Ffafar 

5-12-80 

9. 

FT. FT. fa, 

681 (F) 

FTffar 

5-12-80 

10. 

FT. FT. fa. 

682 (F) 

mfE? 

5-12-80 

11 . 

FT. FT, fa. 

27 (f) 

FTTTN 

17-1-81 

12 . 

FT. FT. fa. 

478 (F) 

Ffafar 

6-8-81 

13. 

FT. FT. fa, 

62 (F) 

FP>? 

15-2-82 

14. 

FT. FT. fa. 

462 (F) 

Fpfar 

22-6-82 

15. 

FT. FT. fa. 

518 (F) 

FlfatsT 

26-7-82 

16. 

FT. FT . fa. 

13 (F) 

Ffafa 

7-1-83 

17- 

FT FT . fa . 

318 (F) 

Frffar 

1-5-84 

18. 

FT . FT . fa . 

331 (f) 


8-5-84 

19. 

FT. FT. fa. 

460 (F) 

FTftFT 

20-6-84 

2 0. 

FT, FT, fa. 

487 (F) 

FTfa(? 

2-7-84 


[F . tr!RT_ 11013 / 4/7 9-it. TTtp m* . tr? . tft . FF , R . ] 
rref. sft _ FFFfFFF, F^Fi FfafF 


MINISTRY OF HEALTH AND FAMILY WELFARE 
New Delhi, the 7th August, 1984 

G.S.R, 592.—The following draft.of certain rules further 
to amend the Drugs and Cosmetics Rules, 1945 which the 
Central Government propose to make, after consultation with 
the Drugs Technical Advisory Board, in exercise of the powers 


draft rules 

1. These rules may be called the Drugs and Cosmetics 
(Amendment) Rules, 1984. 

2. In the Drugs nnd Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules), for rule 69-A the following 
rule shall he substituted, namely -— 

“69-A. Application for loan licences for drugs other than 
those specified in Schedule C, C(l) and X.—(1) Applications 
for the grant or renewal of a loan licence for the manufac¬ 
tures for sale of drugs other than those spedllcd in Schedules 
C. C(l) and X, shall be made in Form 24A, to the licensing 
authority and shall be accompanied by a fee of rupees two 
hundred : 

Provided that if an applicant applies under this sub-rule for 
the renewal of a loan licence after its expiry but within six 
months of such expiry, the fee payable for renewal of such 
licence shall be rupees two hundred plus an additional fee at 
the rate of rupees seventy-five per month or part thereof. 

(2) The licensing authority shall, before the grant of a loan 
licence in Form 25A, sat'sfy himself that the manufacturing 
unit of the licencee in Form 25 has adequate equipment, staff, 
capacity to manufacture, facilities for testing, and is in a posi¬ 
tion to undertake the manufacture on behalf of the appli¬ 
cant for a loan licence. 

Explanation.—A licensee in Form 25 shall be deemed to 
be in a position to undertake the manufacture on behalf of 
a loan licensee, if his manufacturing unit having reserved 25 
per cent of the total installed capacity or his own produc¬ 
tion, is in a position to reserve 75 per cent thereof, for the 
use of a loan licensee, on the basis of working single shift. 

(3) For the purpose of giving effect to the provisions of 
sub-rule (2), the licensing authority shall have regard to 
the following before a licence in Form 25A is granted, 
namely:—• 

(a) The nature of products manufactured by the licensee 

in Form 25 and proposed to be manufactured by 
the applicant. 

(b) The past performance of the licensee in Form 25 

in respect of products proposed to be manufactured 
by the applicant. 

(4) No loan licence in Form 25 A shall bs granted to an 
applicant on more than one licensee in Form 25. 

(5) Not more than six applicants shall be granted loan 
licence in Form 2JA with a single licensee in Fotm 25. 

(6) Not more than ten items per appjicant shall be allowed 
to be manufactured against a loan licence in Form 25A. 

(7) No loan licence shall be granted in Form 25A or 

renewed in Form 26A for manufacture of the following cate¬ 
gories of drugs and preparations thereof, namely :_ 

(i) Cardiac glycosides; 

(ji) Ecbolic drugs; 

(Hi) Medicinal gases; 

(iv) Drugs covered under sub-clause (il) of clause (b) of 
section 3 of the Act; 

fv) Bulk drugs; 

(vi) Surgical dressings, bandages and ligatures. 
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(8) No loan licence in Form 25A «hiffi be granted to an 
applicant unleas tne licensee in Form ZS has — 

(a) at least two years experience In the manufacture of 
drugs to be manufactured by the loan licensee to 
the satisfaction if the licensing authority; and 

(b) his own facilities for testing of drugs or preparations 
thereof to be manufactured on bchajf of the loan 
licensee : 

Provided that the licensing authority may permit carrying 
out of tests involving sophisticated or specialised instruments 
such as infrared or gas chromatography, etc., at a testing ins¬ 
titution approved under rule 130-H. 

(9) No loan licence shall be granted in Form 25A for carry¬ 
ing out a part process including labelling activities except in 
cases involving special manufacturing techniques such as 
manufacturer of soft gelation capsules, sterilisation by indi¬ 
cation and lyophifirHtion. 

(10) A loan licence to manufacture drugs and preparations 
thereof shall not be granted in Form 25A to an applicant who 
has his own facilities to manufacture drugs and holds a 
licence to manufacture such drugs : 

Provided that if the licensing authority is satisfied that for 
some reason the applicant is unable to utilise his own manu¬ 
facturing facilities or that the grant of loan licence is neces¬ 
sary to such applicant to meet export orders or to meet 
c nplies to Government and serai-Government institutions, he 
n. j grant a loan licence in Form 25A : 

Provided further that a loan licence granted under the pre¬ 
ceding proviso shall cease to be valid immediately after the 
exigencies for which such a licence was granted are over, 
notwithsatnding anything contained elsewhere in these rules. 

(11) An application for manufacture of additional items 
on a loan licence in Form 24 A shall be accompanied by a 
fee of rupees fifty for each item. 

(12) If the licensing authority is satisfied that a loan licence 
in Form 25A is defaced, damaged or lost or otherwise ren¬ 
dered useless, he may, on payment of a fee of rupees one 
hundred, issue a duplicate copy of the said licence. 

(13) No loan licence shall he granted in Form 25A or re¬ 
newed in Form 26A for the manufacture for sale of drugs 
to— 

(i) any applicant having a direct foreign investment of 
more than forty per cent: 

(iij any applicant who intends to avail himself of the 
manufacturing facilities of a licensee in Form 28, 
having a direct foreign investment of more than 
forty per cent; or 

(iii) any applicant who is required to but docs not hold 
a alid licence under the Industries (Development 
and Regulation) Act, 1951 (65 of 1951), for manu¬ 
facture of the drug® included in the application : 

Provided that where a company having a direct foreign 
investment of more than forty per cent, has been granted a 
loan licence in Form 25A before the commencement of the 

Drugs and Cosmetics (- Amendment) Rules. 1984, 

such licence may be refused to be renewed in Form 26 a 
beyond a date to be specified by the Central Government in 
this behalf by notification in the Official Gazette. 

Explanation.—For the purpose of this rule a “loan licence” 
means a licence wh : ch a licensing authority may issue to an 
applicant, who does not have his own arrangements for 
manufacture but who intends to avail himself of the manu¬ 
facturing facilities owned by a licensee in Form 25, and has 
a valid licence for sale of drugs by wav of wholesale in 
the State concerned.” 

3. For rule 73-AA of the sa ; d rules, the following rule 
shall be suhstiuted, namely :— 

“73-AA, Duration of loan licence,—An original loan licence 
In Form 25-A or a renewed loan licence in Form 26-A. unless 
sooner suspended or cancelled, shall be valid upto the 31st 
December of the year following the year in which it is 


granted or renewed or where a date of expiry has been 
specified in the licence, on the expiry of such date: 

Piovided that if the application for renewal of a licence 
is made before its expiry or if the application is made within 
six months of its expiry, after payment of the additional fee. 
the licence shall continue to be in force until orders are 
passed on the application : 

4. For rule 74B of the said rules the following rule shall 

be substituted, namely :— 

"74-B. Conditions of licence in Form 25-A.—(1) Notwith¬ 
standing anything contained in rule 85, the licence in Foirn 
25-A shall be deemed to be cancelled or suspended. If the 
licence owned by the licensee in, Form 25, whose manufactur¬ 
ing facilities have been availed of by the loan licensee Is 
cancelled or suspended, as the case may be, under these 
rules. 

(2) The loan licensee shall comply with the provisions of 
the Act and of these rules and with such further requirements, 
if any, as may be specified in any rules subsequently made 
under Capter IV of the Act: 

Provided that where further requirements are specified in 
the rules, the said rules shall come into force four months 
after their final publication in the Official Gazette. 

(3) The licensee in Form 25 shall test each batch or lot of 
the raw material used by him for the manufacture of pro¬ 
ducts and also each batch of the final product and shall 
maintain records or register showing the particulars in res¬ 
pect of such test as specified in Schedule U. 

(4) The licensee shall retain the records or register refer¬ 
red to in sub-rule (3) for a period of five years from the date 
of manufacture and allow an Inspector to inspect all such 
registers and records and also supply to him such information 
as he may require for the purpose of ascertaining whether 
the provisions of the Act and these rules have been 
complied with. 

(5) The loan licensee and the licensee in Form 25 shall 
maintain refernnee samples from each batch of the drugs 
manufactured by them in a quantity which is at least twice 
the quantity of the drugs required to conduct all the tests 
performed on the batch and -ihall maintain such samples.—■ 

(a) Where the drugs bear an expiry of potency date on 
the label, for a period of three months beyond the 
date of such expiry, and 

(b) where no such date of expiry of potency is specified, 
for a period of three years from the date of 
manufacture. 

(6) The loan licensee Shall appoint at least one full time 
person, who holds a degree in Pharmacy or Phaimaceutical 
Chemistry or a full time person who holds a degree in 
Science with Chemistry or Microbiology as one of the sub¬ 
jects and having at least one year’s experience in the manu¬ 
facture of drugs. 

(7) A person referred to in sub-rule (6) shall supervise the 
manufacture of drugs on behalf of the loan licensee and the 
licences in Form 25 shall permit such supervision in addition 
to his own staff, whenever drugs are manufactured on behalf 
of the loan licensee. 

(8) The loan licensee as well as the licensee in Form 25 
shall be responsible for—i 

(a) the qiiaFty of drugs manufactured on behalf of 
the loan licensee; 

(b) the maintenance of records in rcBpect of drugs pur¬ 
chased or received on behalf of the loan licensee. 

(9) The loan licensee shall maintain records pertaining to 
procurement of raw materials and sales of finished products. 

(10) Provisions of Part VII shall, as far as mav be, apply 
to loan Fcence, and shall be complied with by the licencee 
in Form 25, 
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5. For rule 75-A of the said rules, the following rule 
shall be substituted, namely :— 


such as infra-red or gas chromatography, etc., at testing ins¬ 
titution approved under rule 150H. 


“75-A. Application for loan licence for Schedule C and 
C(l) drugs.—(1) Application for the grant or renewal of a 
loan licence for the manutacture tor sale of drugs specified 
in Schedule C and C(l), excluding those specified in Schedule 
X, shall be made in Form 27-A to tne licensing authority 
and shall be accompanied by a fee of rupees six hundred : 

Provided that if an applicant applies under this sub-rule 
for the renewal of a loan licence after its expiry but within 
six months of such expiry, the fee payable for renewal of 
such licence shall be rupees six hundred plus an additional 
fee at the rate of rupees two hundred per month or a part 
thereof. 

(2) The licensing authority shall, before the grant of a loan 
licence in Form 28A, satisfy himself that the manufacturing 
unit of licensee in Form 28 has adequate equipment, staff, 
capacity to manufacture, facilities for testing, and is in a 
position to undertake the manufacture on behalf of the 
applicant for a loan licence. 

Explanation.—A licensee in form 28 shall be deemed 
to be in a position to undertake the manufacture on behalf 
of a loan licensee, if his manufacturing unit, having reserved 
25 per cent of the total insalled capacity for his own pro¬ 
duction, is in a position to reserve 75 per cent thereof, for 
the use of a loan licensee, on [he basis of working single 
shift. 

(3) For the purpose of giving effect to the provision of 
sub-rule (2), the licensing authority shall have regard to the 
following before a licence in Form 28-A is granted, namely:— 

(a) The nature of products manufactured by the licensee 

in Form 28 and proposed to be manufactured by 
the applicant. 

(b) The past performance of the licensee in Form 28 in 

respect of products proposed to be manufactured 
by the applicant. 

(4) No loan licence in Form 28A shall be granted to any 
applicant on more than one licensee in Form 28. 

(5) Not more than six applicants shall be granted loan 
licence in Form 28A with a single licensee in Form 28. 

(6) Not more than ten, items per applicant shall be allowed 
to be manufactured against a loan licence in Form 28A. 

(7) No loan licence shall be granted in Form 28-A or 
renewed in Form 26A for manufacture of the following cate¬ 
gories of drugs and preparations thereof,' namely 

(i) Cardiac glycosides ; 

(ii) Ecbolic drugs ; 

(iii) Drugs covered under sub-clause (ii) of clause (b) of 

section 3 of the Act; 

(iv) Bulk drugs ; 

(v) Surgical dressings and ligatures ; 

<vi) fh r.arenteral preparations including water for injec¬ 
tion ; 

s 

(vii) Human blood ; 

(viii) Blood products ; 


(9) No loan licence shall be granted in Form 28A for 
carrying out a part process including labelling activities ex¬ 
cept in cases involv.ng special manufacturing techniques such 
as manufacture of soft gelation, capsules, sterilisation by 
irradiation and lyophylization. 

(10) A loan licence to manufacture drugs and preparations 
thereof shall not be granted in Form 28A to an applicant 
who has his own facilities to manufacture drugs and holds 
a licence to manufacture such drugs : 

Provided that if the licensing authority is satisfied that 
for some reason the applicant is unable to utilise his own 
manufacturing facilities or that the grant of loan licence 
is necessary to such applicant to meet export orders or to 
meet supplies to Government and semi-Government institu¬ 
tions, he may grant a lone licence in Form 28A : 

Provided further that a loan licence granted under the 
preceding proviso shall cease to be valid immediately aftet 
the exigencies for which such a licence was granted are oyer, 
notwithstanding anything contained elsewhere in these rules, 

(11) An application for manufacture'of additional items 
on a loan licence in Form 27A shall be accompanied by a 
fee of rupees fifty for each item. 

(12) If the licensing authority is sat : sfied that a loan 
licence in Form 28A is defaced, damaged, lost or otherwise 
rsndered useless, he may, on payment of a fee of rupees 
one hundred, issue a duplicate copy of the said licence. 

(13) No loan licence shall be granted in Form 28A or 
renewed in Form 26A for the manufacture for sale of drugs 
to:— 

(i) any applicant having a direct foreign investment of 
more than, forty per cent; 

(ii) any applicant who intends to avail himself of the 

manufacturing facilities of a licensee in Form 28, 
having a direct foreign investment of more than 
forty per cent; or 

(iii) any applicant who is required to but does not hold 

a alid licence under the Industries (Development 
and Regulation) Act, 1951 '05 of 1951), for manu¬ 
facture of the drugs : ncluded in the application : 

Provided that where a company, having a direct foreign 
investment of more than forty per cent, has been granted 
a loan licence in Forms 28A before the commencement of 

the Drugs and Cosmetics (-Amendment) Rules, 

1984 such lcence may be refused to be renewed in Form 
26A beyond a date to be specified by the Central Govern- 
ihent in this behalf by notification in the Official Gazette. 

Extilanation.—For the purpose of this rule a “loan licence’’ 
means a licence which a licensing authority may issue to 
an atmlicant, who does not have h : s own arrangements for 
manufacture but who intends to avail himself of the manu¬ 
facturing unit owned by a licensee in Form 28. and has a 
valid licence for sale of drugs by way of wholesale in the 
State concerned. 

6, For rule 78-A of the said rules, the following rule shall 
by substituted, namely :—■ 


(ix) Vaccine j, i.ers or diagnostic reagents. 

(S) No loan licence in Form 28A ‘-ball be granted to an 
applicant unless the 1'censee in Form 28 has,—. 

(a) at least two years" cxperence in the manufacture o f ' 

d ngs o ,,? mk.mo a ’.ui-*d by -u “ ’nn 1'censee to 
the *"t , :sf;'c , ’o.r of the b'en -ng authority; and 

(b) his own fan‘lilies for testmg of drugs or prepara¬ 

tions ‘thereof to be tnanuAvnured ori behalf of the 
loan 1'censee : 

Provided that the licens : ng authority, mav -remit carrying 
out tests involving sophisticated or specialised instruments 
61901/114 -1 


“78-A. Conditions of licence in Form 28-A— (It Notwith¬ 
standing anything contained in ride 85, (he France in Form 
2 p -A shall be deemed to be carc°Vd or suspended, if the 
bcence own^d by f be 1 censee in Form 28. whose manu¬ 
facturing facilities have been avaff-d of bv the loan licensee, 
is cancelled or suspended, as the case may be und’r -thest 
rules. * v 


(2) The loan licensee hall comply wi<h the provision ol 
hu Art. r i i of ib»w» r . 5cs and v ; -fi su-Ii further require- 


t <- i~)’r rrintr * F> - 

made under Chapter IV of *he A-n* ; 


rides suhse q iv'titH 


Provided that where further requirements are 

‘ h ’ -"’-S sh?U come V > I'o'-s four 

after their final publication in the Official Gazette. 


specified 

months 
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(3) The licensee in Form 28 shall test each batch or lot 
of the raw material used by him for the manufacture of 
products and also each batch of the, hnaJ product and shall 
maintain records or regster showing the particulars in res¬ 
pect of such test as spec died in Schedule U. 

(4) The licensee shall retain the records ar registers re¬ 
ferred to in sub-rule (3). tire case of a substance for 
which a potency date is fixed, for a period of two years from 
the expiry of such date, and in the case of other substance, 
for a period of five years from the date of manufacture, and 
allow an Inspector to inspect all such registers and records 
and also supply of him such information as he may requirc- 
fcr the purpose of ascertaining wholher the provisions of the 
Act and these rules have been compiled with. 

(5) The licensee shall furnish to the licensing authority, if 
inquired tp do so, data on the stability of drugs which are 
likely to deterioate for fixing the date of expiry which would 
be printed on the lables of such drugs on the basis of the 
data so furnished. 

(6) The loan licensee and the licesee in Form 28 shall 
maintain reference samples from each batch of the drugs 
manufactured by them m a quantity which is at least twice 
the quantity of the drugs required to connduct all the tests 
performed on the batch and maintain such samples,— 

(a) where drugs bear an expiry of potency date on the 
lable, for a period of these months beyond the date 
of such expiry; 

(b) where no such date of expiry of potency is specified, 
for a period of three years from the date of manu¬ 
facture. 

(7) The loan licensee shall appoint at least one full time 
person who holds a degree in Pharmacy or Pharmaceutical 
Chemistry or a person who holds a degree <n Science with 
Chemistry or Microbiology ns one ot the subjects and having 
at least one year’s experience in manufacture of drugs. 

(8) A person referred to in sub-rule (7) shall supervise 
the manufacture of drugs on behalf of the loan licensee and 
the licensee in Form 28 shall permit such supervision in 
addition to his own staff, whenever drugs are manufactured 
on behalf of the loan licensee. 

(9) The loan licensee as well as the licensee in Form 28 
shall be respons blc for,— 

(a) the quality of drugs manufactured on behalf of the 

loan licensee ; 

(b) the maintenance of records in respect of drugs pur¬ 
chased or received on behalf of the loan licensee. 

(10) The loan licensee shall maintain records pertaining to 
proceurement of raw materials and sales of finished products. 

(11) Provisions of Part VII shall, as for as may be apply 
to loan bcencce, and shall be complied with by the licensee 
undertaking manufacture on behalf of loan licensee. 


7. For rule 83AA of the said rules, the following shall be 
snbstiuted, namely;— 

‘‘83AA. Duration of loan licence.—An original loan licence 
in Form 28-A or a renewed loan licence in Form 26-A, unless 
sooner suspended or cancelled, shall be valid upto the 31st 
December of the year following the year in w'hich it is 
granted or renewed or where a date of expiry has been 
specified in the licence, on the expiry of such date : 

Provisided that if the application for the renewal of a 
licence is made before its expiry, or if the application ia 
made within six months of its expiry, after payment of the 
additional fee, the licence shall contnuc to be in force until 
orders are passed on the application,: 

Provided further that no loan licence shall be renewed 
in Form 26A for more than two terms.” 

Note.—The Drugs and Cosmetics Rules, 1945, as amended 
upto 1-5-1979, is contained in the publication of 
the Ministry of Health and Family Welfare (Depart¬ 
ment of Health) containing the Drugs and Cosme¬ 
tics Act and the Rules (PDGHS-61). Subsequently 
the said rules have been amended by the following 
notifications publ shed in Part II, section 3(i) of 
the Gazette of India, namely:— 

1. G.S.R. 1241 dated 6-10-79. 

2. G.S.R. 1242 dated 6-10-79. 

3. G.S.R. 1243 dated 6-10-79. 

4. G.S.R. 1281 dated 12-10-79. 

5. G.S.R. 430 dated 19-4-80. 

6. G.S.R. 779 dated 26-7-80. 

7. G.S.R. 540(E) dated 22-9-80. 

8. G.S.R. 680(E) dated 5-12-80. 

9. G.S.R. 681(E) dated 5-12-80. 

10. G.S.R. 682(E) dated 5-12-80. 

11. G.S.R. 27(E) dated 17-1-81. 

12. G.S.R. 478(E) dated 6-8-81. 

13. G.S.R. 62(E) dated 13-2-82. 

14. G.S.R. 462(E) dated 22-6-82. 

15. G.S.R. 510(E) dated 26-7-82. 

16. G.S.R. 13(E) dated /-1-83. 

17. G.S.R, 315(E) dated 1-5-84. 

18. G.S.R. 331(E) dated 8-5-84. 

19. G.S.R. 460(E) dated 20-6-84. 

20. G.S.R. 487(E) dated 2-7-84. 

[No. X-1103/4/79-DMS&PFA] 
S. V. SUBRAMANIYAN, Jt. Secy. 


printed by the manager, govt, of india press, ring road, new delhi-1 100M 
and published by the controller of publications, dhlhi-1 10054, 1984 



